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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3_ 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. % 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)K Responsive to connmunication(s) filed on 4 May 2001 . 



2a) 
3) 



This action is FINAL. 



2b) E 



This action is non-final. 



Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under £x parte Quay/e, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

4)K Claim(s) 29 and 36 



4a) Of the above, claim(s) 
5)G Claim(s) 



6)K Claim(s) 29 and 36 

?)□ C!aim(s) 

8) □ Claims 



is/are pending in the application. 
_ Is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are objected to by the Examiner. 

1 1 )□ The proposed drawing correction filed on is: b)D approved b)LJ disapproved. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 
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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eUgible for 
continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been 

5 timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.1 14. Applicant's submission filed on 02/26/2001 (Paper No. 15) has been entered. 

2. Claims 29, 36 are pending and being examined. 

Claim Rejections - 35 USC § 112 

3. Claim 29 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
10 to particularly point out and distinctly claim the subject matter which applicant regards as the 

invention. Claim 29 provides for the production of a molecule but the claim does not set forth 
any steps involved in the production it is unclear what method/process applicant is intending to 
encompass. A claim is indefinite where it merely recites a process without any active, positive 
steps delimiting how this process is actually practiced. 
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Claim Rejections - 35 USC § 101 

4. Claims 29, 36 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a specific and substantial asserted utility or a well established utiHty. 

The claims are drawn to or encompasses a method of screening for compounds that bind 
the intracellular domain of 26 kDa TNF and/or modulate the phosphorylation thereof The 
specification teaches phosphorylation of the serine residues of the intracellular domain of 26 kDa 
TNF. However, the biological significance of this phosphorylation is unknown. In the absence of 
a knowledge of the biological significance of the phosphorylation process there is no apparent 
specific and substantial asserted utility or a well established utility for either the screening process 
or production of the compounds identified by the screening process. Further experimentation is 
necessary to attribute a utility to the claimed screening process. Evidence warranting further 
study is not equivalent to evidence showing the type of utility required by 35 U.S.C. 101. See 
Brenner v. Manson, 383 U.S. 519, 535-36, 148 USPQ 689, 696 (1966) (noting that in context of 
the utility requirement "a patent is not a hunting license. It is not a reward for the search, but 
compensation for its successful conclusion.*'). 

Claims 29, 36 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted utility or a well 
established utility for the reasons set forth above, one skilled in the art clearly would not know 
how to use the claimed invention. 
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New formal matters, objections, and/or rejections: 

Claim Rejections - 35 USC § 112 

5. Claims 29, 36 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. The claims are directed to "producing" a molecule. However, the 
specification does not describe the production of any and all molecules with the desired 
characteristics. At best it might be obvious to the skilled artisan that it would be desirable to 
employ the materials and methods disclosed in attempt to produce such molecules. However, the 
written description does not extend to subject matter which is not disclosed, but would be 
obvious over what is expressly disclosed. It extends only to that which is disclosed. One shows 
that one is 'in possession' of the invention by describing the invenfion, with all its claimed 
limitations, not that which makes it obvious. 

6. Claims 29, 36 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. The claims are directed to "producing" a molecule. However, the specification does 
not describe the production of any and all molecules with the desired characteristics. In the 
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absence of this information the skilled artisan would have to resort to a substantial amount of 
unduly extensive, random, trial and error experimentation in the form of random analysis of any 
and all compositions and/or compounds and through trial and error experimentation is left to 
determine how to isolate and produce them. In view of the breadth of the claims, the limited 
amount of direction and working examples provided by the inventor, and the quantity of 
experimentation needed to make or use the invention based on the content of the disclosure, it 
would require undue experimentation for the skilled artisan to make and/or use the full scope of 
the claimed invention. 



7. No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the examiner 

SHOULD BE directed TO DAVID S. ROMEO WHOSE TELEPHONE NUMBER IS (703) 305-4050. ThE EXAMINER CAN 
NORMALLY BE REACHED ON MONDAY THROUGH FRIDAY FROM 7:30 A.M. TO 4:00 P.M. 

If ATTEMPTS TO REACH THE EXAMINER BY TELEPHONE ARE UNSUCCESSFUL, THE EXAMINER'S SUPERVISOR. 

Gary Kunz, can be reached on (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4242. 

Faxed draft or informal communications should be directed to the examiner at (703) 308-0294. 
Any inquiry of a general nature or relating to the status of this application or proceeding 

SHOULD BE directed TO THE GROUP RECEPTIONIST WHOSE TELEPHONE NUMBER IS (703) 308-01 96. 



Conclusion 




David Romeo 
Primary Examiner 
Art Unit 1647 



July 11, 2001 
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